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Box No. I Basis of the report 

1 . With regard to the language, this report is based on 

the International application in the language in which it was filed 

□ a translation of the international application into , which is the language 
of a translation furnished for the purposes of: 

□ international search (under Rules 12.3(a) and 23.1(b)) 

□ publication of the international application (under Rule 12.4(a)) 

□ international preliminary examination (under Rules 55.2(a) and/or 55.3(a)) 

^' wVhffi^f^^^^^ international application, this report is based on (replacement sheets which 

r^n^r^t " '^'^'^^f ^.j^^J^^ receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 
1-16 

Claims, Numbers 

1-19 

Drawings, Sheets 
1/12-12/12 



as originally filed 



as originally filed 



as originally filed 



□ a sequence listing andbr any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

^' ?ow ^I'^P^"^ established as if (some of) the amendments annexed to this report and listed below 

Sujp^lle^^^^^^ ^^^"^ considered to go beyond the disclosure as filed, as indicated in the 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. " 
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Box No. IV Lack of unity of invention 



1 . H in^response to the invitation to restrict or pay additional fees, the applicant has. within the applicable time 

S restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest and, where applicable, the protest fee. 

□ paid additional fees under protest but the applicable protest fee was not paid. 

□ neither restricted the claims nor paid additional fees. 



chose, according to 



^' ° Sit i« i^'o*^* found that the requirement of unity of invention is not complied with and 
Rule 68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 

□ complied with. 

13 not complied with for tlje following reasons: 
see separate slieet 

4. Consequently, this report has been established in respect of the following parts of the international application: 
13 alt parts. 

□ the parts relating to claims Nos. . 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive sten or inrii.afrioi 
appiicability; citations and explanations supporting such statement '"ventive step or industrial 

1. Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (lA) 



Yes: 


Claims 


8-16 


No: 


Claims 


1-7.16-19 


Yes: 


Claims 


11-15 


No: 


Claims 


1-7.16-19 


Yes: 


Claims 


1-19 


No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Box No. VII Certain defects In the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



Box No. VIII Certain observations on the international application 
see separate sheet 
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Re Item IV. 

This Authority considers that there are 4 inventions covered by the claims indicated 
as follows: 

I: Claims 1 -7; 1 4-1 7 directed to a delivery system for controlled dispensing of a 
substance 

II: Claims 8-9,10-1 1 ,18 directed to a sealing system or a method of sealing for a 
cartridge 

III: Claims 12-13 directed to a self-opening closure system for a cartridge 
IV: Claims 14-15 directed to a delivery system with groove-shaped 

compartments and the pistons are correspondingly shaped to the 

compartments 

The reasons for which the inventions are not so linked as to form a single general 
inventive concept, as required by Rule 13.1 PCT, are as follows: 

The special technical features of the first and second group of invention which 
they have in common are the cartridge with two compartments, with mixing means 
and a plunger with at least two pistons. 

However, these features are already known from D3 (rf. to item V.) 

The special technical feature of the second group of invention is a sealing 
material which will be penetrated by pin rods. 

In the third group of invention the special technical feature is a sealing 
arrangement on inlet and outlet openings. 

The special technical feature of the forth group is the special configuration of the 
compartments with respective pistons. 

In conclusion, the groups of claims are not linked by common or corresponding 
special technical features and define 4 different inventions not linked by a single 
general inventive concept. The Applicant considers in his communication dated 
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January 27, 2006 that the application is in line with the requirements of unity of 
invention, because each of the independent claims recites a cartridge having at least 
two compartments. However, this feature is leiown from D3. 

The application, hence does not meet the requirements of unity of invention as 
defined in Rules 13.1 and 13.2 PCT. 

As the Applicant has paid the additional fees for all parts of the Invention, this Report 
is based on claims 1-19. 



Re Item V. 

1 Reference is made to the following document: 

D1 : WO 94/22507 A (ELI LILLY AND COMPANY) 1 3 October 1 994 (1 994-1 0-1 3) 
D2: DE 1 02 33 925 A1 (IVIICHELER, CLEMENS; RUHLAND, BERND) 1 2 February 2004 
(2004-02-12) 

D3: DE 201 07 507 U1 (DENTACO DENTALINDUSTRIE UND -MARKETING GMBH) 7 
March 2002 (2002-03-07) 

D4: US-B1 -6 328 229 (DURONIO JAMES ETAL) 11 December 2001 (2001-12-11) 

D5: EP-A-0 689 874 (BEHRINGWERKE AKTIENGESELLSCHAFT; AVENTIS BEHRING 

GESELLSCHAFT MIT BESC) 3 Januaiy 1996 (1996-01-03) 
D6: US-A-4 978 336 (CAPOZZI ET AL) 1 8 December 1 990 (1 990-1 2-1 8) 
D7: WO 91/03224 A (POLAK, ROBERT, B) 21 March 1 991 (1 991 -03-21 ) 
D8: EP-A-1 188 455 (TRANSCOJECT GESELLSCHAFT FUER MEDIZINISCHE GERAETE 

MBH & CO. KG) 20 March 2002 (2002-03-20) 

D9: WO 97/14460 A (SYNTHELABO, S.A; WARD, WILLIAM, JOHN) 24 April 1 997 (1 997- 
04-24) 

D1 0: US-A-4 738 660 (LUCAS ET AL) 1 9 April 1 988 (1 988-04-1 9) 

D1 1 : US-A-3 098 483 (NIELSEN HELMUTH) 23 July 1 963 (1 963-07-23) 

D1 2: US-A-4 81 3 433 (DOWNEY ET AL) 21 March 1 989 (1 989-03-21 ) 

D13: DE 25 14 201 A1 (IDE,WERNER) 14 October 1976 (1976-10-14) 

D1 4: US-B1 -6 290 682 (MYERS JAN WILLEM MARINUS) 1 8 September 2001 (2001 -09-1 8) 

2 INDEPENDENT CLAIIVIS 
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2.1 INDEPENDENT CLAIM 1 

The present application does not nneet the criteria of Article 33(1) PCT, because the 

subject-nriatter of clainn 1 is not new in the sense of Article 33(2) PCT. 

Document D3 discloses (the references in parentheses applying to this document): 

A delivery system comprising a cartridge (310) having at least two compartments 
(312; 314) for storing material components and a mixing means for mixing the 
material components to form a substance (page 13 paragraph 2); a plunger (320; 
being an integral part, best seen in fig. 5) for causing the materia! components to flow 
into the mixing means (fig. 1 6), the plunger having at least two pistons (322; 324) for 
sliding correspondingly into the at least two compartments (312;314); actuation 
means (326) for a controlled dispensing of the mixed material components (fig. 9). 

2.2 INDEPENDENT CLAIM 8 

Document D7 is considered the closest prior art and discloses (the references in 
parentheses applying to this document): 

A sealing system for sealing a cartridge of a delivery system, comprising a sealing 
material (page 9 last paragraph); a cartridge for storing a material; a plunger with a 
pin rod corresponding to the compartment where the material is stored (fig. 1); 
wherein, as the plunger is moved forward, the pin rod is adapted to penetrate the 
sealing material thereby pushing the material within the compartment foHA^ard 
towards the front of the cartridge such that tight sealing is provided where the sealing 
material is penetrated by the pin rod (page 10 lines 20-25; page 1 1 first paragraph). 

Claim 8 differs from this known system in that: 

The subject-matter of claim 8 consists of at least two material compartments with two 
pin rods. 

The subject-matter of claim 8 is therefore new in the sense of Article 33(2) PCT. 
However, the present application does not meet the criteria of Article 33(1) PCT, 
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because the subject-matter of claim 8 does not involve an inventive step in tiie sense 
of Article 33(3) PCX. The reason is the following: 

To apply a substance of at least two material components the use of multiple material 
compartments are well known for a man skilled in the. art (rf . to D3). The material 
components will be mixed by forcing them out of the compartments. Hence, without 
applying any inventive skill the man skilled in the art would arrive to a solution 
according to the subject-matter of claim 8. 

2.3 INDEPENDENT CLAIM 10 

Claim 1 0 is a corresponding method claim to the subject-matter of claim 8. Therefore 
the same argumentation as set out under item 2.2 applies to claim 1 0. 

The present application does not meet the criteria of Article 33(1) PCT. because the 
subject-matter of claim 10 does not involve an inventive step in the sense of Article 
33(3) PCT. 

2.4 INDEPENDENT CLAIM 1 1 

The subject-matter of claim 1 1 seems to fulfill the requirements of the PCT with 
respect to Article 33(1) and 33(2), because the feature of the two pin rods contacting 
corresponding pistons undemeath the sealing material is neither known nor rendered 
obvious by the available prior art: 

2.5 INDEPENDEIMT CLAIM 12 

Document D14 is considered to be the closest prior art to the subject-matter of claim 
1 2 and discloses an infusion set with a valve arrangement comprising a diaphragma. 
The Infusion set does not provide any pistons for sliding in corresponding material 
compartments. Hence, the subject-matter of claim 12 seems to fulfill the 
requirements of Article 33 PCT with respect to novelty and inventive step. 

2.6 INDEPENDENT CLAIM 14 
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(SEPARATE SHEET) . PCT/EP2005/00201 7 

The special arrangement of groove shaped compartments with corresponding pistons 
compressing an exterior surface of the sealing material thereby compressing the 
compartments so as to press the material components out of the cartridge is neither 
known nor rendered obvious by the documents cited in the Search Report. 
Therefore, the subject-matter is new and inventive according to Article 33 PCT. 

3 DEPENDENT CLAIM 16,17 

Dependent claims 16 and 1 7 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty and/or Inventive step (Article 33(2) and (3) PCT). 



Re Item VII. 



Independent claims are not in the two-part form in accordance with Rule 6.3(b) 
PCT, which in the present case would be appropriate, with those features known in 
combination from the prior art being placed in the preamble (Rule 6.3(b)(1) PCT) and 
with the remaining features being included In the characterising part (Rule 6 3(b)(ii) 
PCT). 

The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the documents D1-D3, D7 and D14 are not mentioned In the description, 
nor are these documents identified therein. 



Re Item VIII. 



The vague and imprecise statement In the description on page 16 last paragraph 
Implies that the subject-matter for which protection is sought may be different to 
that defined by the claims, thereby resulting in lack of clarity (Article 6 PCT) when 
used to interpret them. 
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According to the Guidelines C-lll, 4.10 claim 19 is not allowable. 
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This opinion contains indications relating to the following items: 



^ Box No. I 

□ Box No. II 

□ Box No. Ill 
ISI Box No. IV 
O Box No. V 

□ Box No. VI 
S Box No. VII 



Basis of the opinion 
Priority 

Non-establlshment of opinion with regard to novelty, Inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1 (a)(i) with regard to novelty. Inventive step or Industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects In the international application 



2. 



3. 



□ Box No. VIII Certain obsen/ations on the international application 
FURTHER ACTION 

iTnln'^onVn J^' intematlonai preliminajy examination Is made, this opinion will usually be considered tb be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not aoolv where 
he applicant chooses an Authority other than this one to be the IPEA and the chosen PEA ha^^^^^^ 
I?Kfbe"iSS that written opinions of this International Searching Ailthor^^^^ 

iuhmiJ'Sl'Jhr IPP ^"^'^ ^f^f • to be a written opinion of the IPEA, the applicant Is invited to 

subrntt to the IPEA a written reply together, where appropriate, with amendments, before the exolratlon of three 

whiS^S exK!2L°! "'^'""^ °^ ^''"^ PCT/ISAfi20 or before the expiration of 22 monthTf^m STprifri? date. 

For further options, see Form PCT^SAfi20. 

For further details, see notes to Form PCT/ISAfiZO. 



Name and mailing address of the ISA: 
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European Patent Office 
0-80298 Munich 

Tel. 449 89 2399 - 0 Tx: 523656 epmu d 
Fax:449 892399-4465 



Authorized Officer 

Thanbichler, P 

Telephone No. 449 89 2399-8957 



(J) 



Fomn (PCT^SAC37) (Cover Sheet) (January 2004) 



IIIJL^k!?^^^ "^"^ international applicatton No. 

INTERNATIONAL SEARCHING AUTHORITY PCT/EP2005!d0201 7 



Box No, i Basis of the opinion 

1. With regard to the language, this opinion has been established on the basis of the international application in 
tne language In which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1 (b)). 

2. With regard to any nucleotide andtor amino acid sequence disclosed in the International application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ In written format 

* 

□ in computer readable form 

c. time of filing/fumishing: 

□ contained in tiie intemationai application as filed. 

□ filed together with the intemationai application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition in the case that more than one version or copy of a sequence listing andfor table relating thereto 

has been filed or fumished, the required statements that the infomriation in the subsequent or additional 
copies is Identical to that in the application as filed or does not go beyond the application as filed as 
appropriate, were fumished. » / km ao lou, 

4. Additional comments: 
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Box No. VII Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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International application No. 



PCT/EP2005/00201 7 



This Authority considers that there are 4 inventions covered by the claims indicated 
as follows: 

I: Claims 1 -7; 1 4-1 7 directed to a delivery system for controlled dispensing of a 
substance 

II: Claims 8-9,1 0-1 1,18 directed to a sealing system or a method of sealing for a 
cartridge 

III: Claims 1 2-1 3 directed to a self-opening closure system for a cartridge 
IV: Claims 14-15 directed to a delivery system with groove-shaped 

compartments and the pistons are correspondingly shaped to the 

compartments 

The reasons for which the inventions are not so linked as to form a single general 
inventive concept, as required by Rule 13.1 PCT, are as follows: 

The special technical features of the first and second group of invention which 
they have in common are the cartridge with two compartments, with mixing.means 
and a plunger with at least two pistons. 

However, these features are already known from D1 (rf. to item V.) 

The special technical feature of the second group of invention is a sealing 
material which will be penetrated by pin rods. 

In the third group of invention the special technical feature is a sealing 
arrangement on inlet and outlet openings. 

The special technical feature of the forth group is the special configuration of the 
compartments with respective pistons. 

In conclusion, the groups of claims are not linked by common or corresponding 
special technical features and define 4 different inventions not linked by a single 
general inventive concept. 
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Document D1 discloses (the references in parentheses applying to this document): 

A delivery system comprising a cartridge having at least two compartments for 
storing material components (claim 1 ) and a mixing means for mixing the material 
components to form a substance; a plunger for causing the material components to 
flow into the mixing means (page 9 paragraph 2), the plunger having at least two 
pistons for sliding correspondingly into the at least two compartments (figs. 
33,34,42,43,55); actuation means for a controlled dispensing of the mixed material 
components (page 2 lines 32-35). 

2.2 INDEPENDENT CLAIM 8 

Document D7 is considered the closest prior art and discloses (the references in 
parentheses applying to this document): 

A sealing system for sealing a cartridge of a delivery system, comprising a sealing 
material (page 9 last paragraph); a cartridge for storing a material; a plunger with a 
pin rod corresponding to the compartment where the material is stored (fig, 1); 
wherein, as the plunger is moved fonward, the pin rod Is adapted to penetrate the 
sealing material thereby pushing the material within the compartment forward toward 
the front of the cartridge such that tight sealing is provided where the sealing material 
is penetrated by the pin rod (page 10 lines 20-25; page 1 1 first paragraph). 

I 

Claim 8 differs from this known system in that: 

The subject-matter of claim 8 consists of at least two material compartments with two 
pin rods. 

« 

The subject-matter of claim 8 is therefore new in the sense of Article 33(2) PCT. 

However, the present application does not meet the criteria of Article 33(1 ) PCT, 
because the subject-matter of claim 8 does not involve an inventive step in the sense 
of Article 33(3) PCT. The reason is the following: 

To apply a substance of at least two material components the use of multiple material 
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known nor rendered obvious by the documents cited in the Search Report. 
Therefore, the subject-matter is new and inventive according to Article 33 PCT. 

3 DEPENDENT CLAIM 1 6,1 7 

Dependent claims 16 and 17 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty and/or inventive step (Article 33(2) and (3) PCT). 



Re Item VII. 

Independent claims are not In the two-part form in accordance with Rule 8.3(b) 
PCT, which in the present case would be appropriate, with those features known In 
combination from the prior art being placed in the preamble (Rule 6.3(b)(1). PCT) and 
with the remaining features being included in the characterising part (Rule 6 3(b)(ii) 
PCT). 

■ 

The features of the claims are not provided with reference signs placed in ' 
parentheses (Rule 6.2(b) PCT). 

According to the Guidelines C-lll, 4. 1 0 claim 1 9 is not allowable. 

Contrary to the requirements of Rule 5.1 {a)(ii) PCT, the relevant background art 
disclosed in the documents D1 -D3, D7 and D14 are not mentioned in the description, 
nor are these documents identified therein. 

The vague and Imprecise statement in the description on page 1 6 last paragraph 
implies that the subject-matter for which protection is sought may be different to 
that defined by the claims, thereby resulting in lack of clarity (Article 6 PCT) when 
used to interpret them. 
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